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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 
A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1 .1 14, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
1 1 /22/06 has been entered. 

Claims 20-32 are under consideration. 

Rejections Withdrawn 
Claim Rejections • 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
mal<ing and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most neariy connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of canning out his invention. 

Claim 28 was rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 
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Applicant has amended the claim and the rejection is withdrawn. 



Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 20-27 were rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wheeler at at. and Webb et ai in view of Sha et ai and Promega Catalog (the last two 
references previously cited). ^ 

The rejection is withdrawn in favor of the new rejection below (new reference). 

Rejections Maintained 
Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 



Claims 29-32 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
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was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

The invention is drawn to methods of treating or preventing or inducing long 
lasting immunity. 

Applicant argues that the Office is being to limiting and narrow in the application 
of what is required by the Office in terms of patentability and that the specification 
shows that the liposomes are effective. 

Applicant's arguments have been fully considered and not found persuasive. 

The claims are not limited to the liposomal formulation taught and used in the 
specification or a formulation made in a similar manner. Applicant has not shown the 
protection of mice as disclosed correlated to the features as recited in claim 20 that the 
claimed methods (preventing and treating, and eliciting long lasting protection). It was 
previously noted that Sha et aL teach vaccine failure of some plasmid liposome 
formulations and the claims do not exclude those embodiements. 

Thus, the rejection is maintained. 

Rejections New or Modified 
Claim Rejections - 35 USC § 103 

Claims 20-27 and 29-32 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Davis et al. in view of Sha et aL and Promega Catalog. 
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The invention is drawn to a liposomal plasmid influenza vaccine. 

Davis et aL teach a liposomal vaccine composition comprising a plasmid 
expressing antigen that is encapsidated in a lipid that is delivered intranasally (colunrin 
26 middle). Davis et al. also teach that the antigen can be influenza (column 18. lines 8- 

9). 

Davis ef al. do not teach influenza HA or plasmid pCI. 

Sha et al, (previously cited) is used to teach that Influenza HA is well known in 
the art as an antigen that can produce a protective immune response. 

Promega Catalog (previously cited) teaches pCI plasmid with a CMV promoter 
and enhancer, that it shows strong constitutive expression in many cell types and has a 
T7 promoter for In vitro translation. The plasmid is known and has been used in prior art 
publications. 

One of ordinary skill in the art would know to use expression vectors such as the 
Promega pCI because it is optimized for expression and Davis et al. teach that one of 
skill in the art can select plasmids for use as well as clone into it for use as a vaccine an 
HA of influenza because it is known to be antigenic and a protective. 

Thus, it would be prima facie obvious to make and use a liposomal influenza 
plasmid vaccine of Davis et al. with art known components HA and pCI plasmid with the 
expectation of success. 
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Claims 20 and 26-28 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Wheeler et al., Webb et al., Yau-Young, and Davis et al. in view of Sha et al. 

The invention is drawn to a fomnulation of liposome for making plasmid influenza 
vaccine and a method of making the liposomes. 

Wheeler et al. teach a liposome formulation. They teach a lipid to DNA ratio of 25 
to 1 and method of making liposomes (page 279, column 2, lower half). 

Wheeler et al. define the critical parameter as the DODAC concentration (Figure 
1 b) and the best result is with DOPE and the highest encapsidation is between 6-8% 
DODAC. Wheeler et al. used 6% but it is clear that 7% falls at the middle of the peak. 
Wheeler et a! also states that the maximum encapsidation is varies from batch to batch 
by about 1 % (273, column 1 , top). None of the other parameters are taught as critical. 

Wheeler et al. do not teach rotaevaporation, C8 cermide or influenza plasmids. 

Yau-Young teach that rotaevaporation is an art known method for the fomnulation 
of lipids and produces high encasidation efficiencies (columni 3, first paragraph). 

Webb et al. teach C8 cermide. 

Sha et al. (previously cited) is used to teach that Influenza HA is well known in 
the art as an antigen that can produce a protective immune response. 

One of ordinary skill in the art at the time of invention would have been motivated 
to modify the cermide of Wheeler et al. with the C8 of Webb et al because Wheeler et 
al. show that the between two lengths tested (CI 4 and C20), the shorter worked better 
(Figure 7). The next lower size is C8 as shown by Webb et al. 
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One of ordinary skill in the art would know as taught by Yau-Young that there 

are many methods of making liposomes (column 9, last paragraph) and woud be 
motivated to use a procedure that is efficient. 

Thus, it would be prima facie obvious to modify the liposomes of Wheeler et aL to 
use the C8 of Webb et al. and the efficient rotaevoration method of Yau-Young to make 
a liposomal influenza plasmid with expectation of success of making a liposomal 
vaccine with an encapsidated plasmid that encodes influenza hemagglutinin. 



Conclusion 

No claim is allowed. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Myron G. Hill whose telephone number is 571-272- 
0901 . The examiner can normally be reached on 8:30 am-5 pm Mon-Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on 571-272-0974. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Patent Application Information Retrieval (PAIR) system. Status information for 
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Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-'217-9197 (toll-free). 
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